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The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. Claims 1-8 and 10-18 are pending. Applicant is 
thanked for clarifying the claim status in the reply filed 10/30/06. rejections not 
reiterated below are hereby withdrawn in view of the claim amendments filed 10/30/06. 



Claim Rejections - 35 USC §112 
Claims 4, 6, 7, 10-16 and 18 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Amended claim 4 recites "expert evaluation is programmed and trained to use 
system automatically said measurement protocol" which is both grammatically incorrect 
and nonsensical. The term "system" appears to be misplaced, and one or more terms 
seem to be missing. As it is unclear what limitation is intended, the claim is indefinite. 
For purposes of further examination, the claim is interpreted to be limiting an expert 
evaluation system to be one capable of "automatically" using (?) a measurement 
protocol. 

Amended claim 6 recites that an expert evaluation system is ...trained to devise 
measurement protocols is for a specific pathology...: which is grammatically incorrect 
and confusing. It is unclear whether applicants intend a system which is programmed 
and trained to devise measurement protocols for a specific pathology, or whether 
applicant intends a system which is trained to devise protocols and wherein the system 
IS one "for" a specific pathology (i.e. the system is dedicated to detect only that 
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pathology by testing biomolecular markers). As the limitation intended is unclear, the 
claim is indefinite. 

Claim 7 depends from claim 6 and fails to correct the indefiniteness of claim 6, 
and is therefore also indefinite. 

Applicant's arguments with respect to claims 4, 6, and 7 have been considered 
but are moot in view of the new ground(s) of rejection set forth above. 

Claim18 recites the term "improved" in the last paragraph. The term "improved" 
in claim 18 is a relative term which renders the claim indefinite for reasons previously set 
forth. In the response filed 10/30/06, applicant argues that the claim amendment 
overcomes the rejection. In response, it is noted that the claim still recites the term, and 
nowhere does applicant define or otherwise state what is intended by an "improved" 
diagnostic value. As the metes and bounds intended by applicant for this term are still 
unclear, the examiner maintains that the claim is indefinite, and the rejection of claim 18 
and its dependent claims is maintained. 



Claim Rejections - 35 USC § 103 

Claims 2-7, 10-15, and 17-18 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over BARNHILL et al (US 6,248,063, filed 7/25/1995) in view of WRIGHT, 
JR (US 2004/0018519, filed 11/20/2000). 

Claims 17 and 18 are directed to a network (system product) and a method of 
use of the network product wherein the network comprises a plurality of biochips, each 
comprising multiple biomolecular markers and a patient sample, a plurality of point of 
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care devices at a plurality of sites wherein each point of care device is capable of 
receiving a biochip and performing diagnostic testing on the sample to obtain raw point 
of care data, an expert system into which the raw data is entered and which produces a 
diagnostic result, a plurality of patient records for each patient, a plurality of point of care 
entry stations comprising means for entering follow-up diagnostic data, a remote server 
and evaluation station wherein the remote server comprises data links to the point of 
care test devices and electronic patient records, and an evaluation system comprising a 
computer which uses all of the point of care raw data and the diagnostic data as a 
training set to correlate a further marker with a different medical condition than that 
associated with the diagnostic result. 

Claims 2 and 10 limit the creation of a modified expert rule to creating one for 
devising a measurement protocol. Claims 3 and 1 1 limit the measurement protocol to 
be one for a selected pathology. Claims 4 and 12 limit the creating of a modified rule to 
be automatic. Claims 5 and 13 limit the network to comprise a memory comprising a 
plurality of measurement protocols and limit the point of care device to one capable of 
accessing the memory to obtain a selected measurement protocol. Claims 6 and 14 
limit the measured protocol to be one for a specific pathology and to employ a 
predetermined number of biomolecular markers. Claims 7 and 15 limit the biochips to 
be sensitive for more markers than are predetermined, such that augmented testing 
data may be obtained and included in the point of care data. Claim 8 limits the point of 
care data entry stations to comprise means for entering patient history data and 
characterization of result as false positive, false negative or correct. Claim 16 limits ht 
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method to one further comprising obtaining follow-up data and indicating whether a test 
result is a false positive, a false negative or correct. 

BARNHILL teaches a system and method for receiving patient data from a 
remote location (point of care), analyzing the data and producing a diagnostic value 
(abstract). BARNHILL teaches collecting patient data, including electronic patient 
records, inputting the data into a neural network (remote server with evaluation 
system), and creating a "modified expert rule" (i.e. trained neural net) for diagnosing any 
of a variety of diseases, such as osteoporosis or cancer (col. 7, line 39-col. 9, line 53). 
BARNHILL specifically teaches that diagnostic data including data from a variety of 
markers may be added to other raw input variables to provide a final diagnostic index 
(col. 13, line 60-col. 14, line 10). BARNHILL specifically teaches that an output value 
from a first neural network (expert system) and a SECOND set of diagnostic markers 
are sent to a second trained neural network to make a diagnosis (col. 13, lines 53-60). 
BARNAHILL specifically exemplifies that different markers from the same assay may be 
used to diagnose three different conditions; i.e. BPH vs. prostate cancer vs. normal (col. 
8, lines 27-37 and vol. 10, liens 51-58). BARNHILL teaches that concentrations of 
biomarkers are determined for a patient (col. 13, lines 11-14), and teaches that his 
system comprises diagnostic devices comprising sample collection means and sample 
detecting means (col. 14, lines 55-63), but does not specifically teach a biochip or 
measurement protocols. 

WRIGHT teaches an integrated system and method for diagnosing prostate 
cancer comprising a biochip comprising prostate cancer markers, various measurement 
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protocols, and a computer comprising instructions for determining correlations between 
the markers and diagnosis (abstract and para's 26 and 28). WRIGHT teaches that his 
biochips may comprise more markers than the "predetermined" ones of PSMA and 
PSMA' (para's 76- 78). WRIGHT teaches that his computer instruction for diagnosis 
may include a neural network (para 20). 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to have used the biochips and measurement protocols of WRIGHT in the 
system and method of BARNHILL where the motivation would have been to accurately 
diagnose prostate cancer and BPH using a combination of biomarkers and computer 
algorithms, as taught by both BARNHILL and WRIGHT. 

Applicant's arguments filed 10/30/06 have been fully considered but they are not 
persuasive. In response to the argument that BARNHILL and WRIGHT do not teach use 
of "hidden" markers or markers which are "kept track of and used in combination with 
"follow-up" information, it is noted that the claims do not recite hidden markers nor 
"keeping track" of theoretically unknown markers. While amended claims 17 and 18 do 
recite using follow-up diagnostic data in combination with point of care data as a training 
data set that correlates a "further" biomarker with a different disease than one 
previously diagnosed, the claims do not recite a combination of hidden markers and 
follow-up information to diagnose a disease not formerly recognized to be present in a 
patient. In fact, BARNHILL does teach that different biomarkers correlated to different 
diseases may be evaluated in the same assay, as set forth above, and teaches 
biomarkers are to be preprocessed prior to being sent to an "expert system" along with 
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demographic/other diagnostic data in order to diagnose a disease, as set forth above, 
thus BARNHILL makes obvious correlation of different biomarkers with different 
diseases using biomarkers from a single assay. 

For these reasons and those previously set forth, the examiner maintains that 
BARNHAILL and WRIGHT make obvious the claimed system and method, and 
therefore maintains the rejection. 

Claims 8 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
BARNHILL et al (US 6,248,063, filed 7/25/1995) in view of WRIGHT, JR (US 
2004/0018519, filed 1 1/20/2000).as applied to claims 2-7, 9-15, and 17-18 above, and 
further in view of KULIKOWSKI et al. (Proc. Of ACM Conference on History of Medical 
Informatics. Dec. 1987, pp. 199-206). 

In the response filed 10/30/06, applicant merely argues that KULIKOWSKI does 
not remedy the argued deficiencies of BANRHILL and WRIGHT. In response, it is 
noted that the examiner maintains the rejection over BARNHILL and WRIGHT, and 
therefore also maintains the rejection over the combination of BARNHILL and WRIGHT 
with KULIKOWSKI. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marjorie A. Moran whose telephone number is (571) 
272-0720. The examiner can normally be reached on Monday-Friday; 6 am-2:30 pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on (571)272-081 1. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner 
Art Unit 1631 
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